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Sul f acet am de Sodi um Qpht hal m ¢ Sol uti on USP
Sul f acet am de Sodi um Qpht hal m ¢ G ntnent USP
DESCRI PTI ON
Sul f acet am de sodi um opht hal m ¢ (dosage forn) USP, is a sterile,

topi cal anti-bacterial agent for ophthalmc use. The active
ingredient is represented by the follow ng structural formula:

GHN,NaG;S- H,O MV = 254. 24

Chem cal nane: N-Sul fanilylacetam de nonosodi um salt nonohydrat e

Contai ns: Active: Sulfacetam de Sodi um % (__nmy/_nL or Q)
Preservatives: [lInclude quantitative information.]
| nacti ves:

[ NOTE: Pl ease include quantitative information on viscosity-
i ncreasi ng agents, pH and osnolarity of solutions.]

CLI Nl CAL PHARVACOLOGY

M crobi ol ogy: The sulfonam des are bacteriostatic agents and the
spectrumof activity is simlar for all. Sul fonam des inhibit
bacterial synthesis of dihydrofolic acid by preventing the
condensation of the pteridine with am nobenzoic acid through
conpetitive inhibition of the enzyne di hydropteroate synthetase.
Resi stant strains have altered di hydropteroate synthetase with
reduced affinity for sul fonamdes or produce increased quantities
of am nobenzoi c aci d.

Topi cally applied sul fonam des are consi dered active agai nst
susceptible strains of the foll owi ng conmon bacterial eye

pat hogens: Escherichia coli, Staphyl ococcus aureus,

St rept ococcus pneunoni ae, Streptococcus (viridans group),
Haenophi | us i nfluenzae, Klebsiella species, and Enterobacter
Speci es.

Topi cal ly applied sul fonam des do not provi de adequat e coverage
agai nst Nei sseria species, Serratia marcescens and Pseudonobnas



Sul f acet am de Sodi um Label i ng Qui dance
Opht hal m ¢ Sol uti on/ G nt ment Revi sed August 1992

aerugi nosa. A significant percentage of staphyl ococcal isolates
are conpletely resistant to sul fa drugs.

| NDI CATI ONS AND USAGE

For the treatnment of conjunctivitis and ot her superficial ocular
infections due to susceptible m croorgani sns, [ NOTE: Only

sul facet am de ophthal mc solution insert |abeling should include
the follow ng indication] and as an adjunctive in systemc

sul fonam de t herapy of trachomna:

Escherichia coli, Staphyl ococcus aureus, Streptococcus
pneunoni ae, Streptococcus (viridans group), Haenophil us
i nfl uenzae, Kl ebsiella species, and Enterobacter species.

Topi cal ly applied sul fonam des do not provi de adequat e coverage
agai nst Nei sseria species, Serratia marcescens and Pseudononas
aerugi nosa. A significant percentage of staphyl ococcal isolates
are conpletely resistant to sul fa drugs.

CONTRAI NDI CATI ONS

Hypersensitivity to sul fonamdes or to any ingredient of the
prepar ation.

WARNI NGS
FOR TOPI CAL EYE USE O\LY - NOT' FOR | NJECTI ON

FATALI TI ES HAVE OCCURRED, ALTHOUGH RARELY, DUE TO SEVERE

REACTI ONS TO SULFONAM DES | NCLUDI NG STEVENS- JOHNSON SYNDROME,
TOXI C EPI DERVAL NECROLYSI' S, FULM NANT HEPATI C NECRCSI S,
AGRANULOCYTCSl S, APLASTI C ANEM A AND OTHER BLOOD DYSCRASI AS.
Sensitizations may recur when a sul fonamde is readmnisterd,
irrespective of the route of admnistration. Sensitivity

reacti ons have been reported in individuals with no prior history
of sul fonam de hypersensitivity. At the first sign of
hypersensitivity, skin rash or other serious reaction,

di scontinue use of this preparation
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PRECAUTI ONS

CGeneral : Prolonged use of topical anti-bacterial agents nay give
rise to overgrowt h of nonsuscepti bl e organi sns including fungi.
Bacterial resistance to sul fonam des nay al so devel op.

Oohthal mc ointnents nmay retard corneal wound heal i ng.

The effectiveness of sul fonam des nay be reduced by the para-
am nobenzoi ¢ acid present in purul ent exudates.

Sensitization may recur when a sulfonamde is readmni stered
irrespective of the route of admnistration, and cross-
sensitivity between different sul fonam des nay occur.

At the first sign of hypersensitivity, increase in purul ent

di scharge, or aggravation of inflamation or pain, the patient
shoul d di scontinue use of the medication and consult a physician
(see VWARN NGS).

Information for patients: To avoid contamnation, do not touch
tip of container to eye, eyelid or any surface.

Drug Interactions: Sulfacetamde preparations are inconpatible
with silver preparations.

Car ci nogenesi s, Mutagenesis, Inpairnent of Fertility: No studies
have been conducted in animals or in humans to eval uate the
possibility of these effects with ocularly adm ni stered

sul facetam de. Rats appear to be especially susceptible to the
goitrogenic effects of sulfonamdes, and | ong-term oral

adm ni stration of sul fonam des has resulted in thyroid

mal i gnanci es in these aninal s.

Pregnancy: Pregnancy Category C. Aninal reproduction studies
have not been conducted w th sul fonam de opht hal m c preparations.
Kerni cterus may occur in the newborn as a result of treatnent of
a pregnant worman at termw th orally adm ni stered sul fonam des.
There are no adequate and wel | controlled studies of sulfonam de
ophthal mc preparations in pregnant wonen and it is not known
whet her topically applied sul fonam des can cause fetal harm when
admnistered to a pregnant worman. This product should be used in
pregnancy only if the potential benefit justifies the potential
risk to the fetus.



Sul f acet am de Sodi um Label i ng Qui dance
Opht hal m ¢ Sol uti on/ G nt ment Revi sed August 1992

Nursing Mothers: Systemcally adm ni stered sul fonam des are
capabl e of producing kernicterus in infants of |actating wonen.
Because of the potential for the devel opnment of kernicterus in
neonat es, a decision shoul d be nmade whet her to di scontinue
nursing or discontinue the drug taking into account the

i nportance of the drug to the nother.

Pedi atric Use: Safety and effectiveness in children bel ow the
age of two nonths have not been establi shed.

ADVERSE REACTI ONS

Bacterial and fungal corneal ul cers have devel oped during
treatment wth sul fonam de opht hal mc preparations.

The nost frequently reported reactions are local irritation,
stinging and burning. Less commonly reported reactions include
non-specific conjunctivitis, conjunctival hyperema, secondary
infections and allergic reactions.

Fatalities have occurred, although rarely, due to severe
reactions to sul fonamdes includi ng Stevens-Johnson syndrone,
toxi c epidermal necrolysis, ful mnant hepatic necrosis,
agranul ocytosis, aplastic anema, and ot her bl ood dyscrasias
(see VWARN NGS) .

DOSAGE AND ADM NI STRATI ON
For conjunctivitis and other superficial ocular infections:

Solution: Instill one or two drops into the conjunctival sac(s)
of the affected eye(s) every two to three hours initially.
Dosages nay be tapered by increasing the tinme interval between
doses as the condition responds. The usual duration of treatnent
IS seven to ten days.

OQntrment: Apply a small anount (approxi nately one-half inch

ri bbon) into the conjunctival sac(s) of the affected eye(s) every
three to four hours and at bedtinme. Dosages nmay be tapered by
increasing the time interval between doses as the condition
responds. The oi ntnment nay be used as adjunct to the sol ution.
The usual duration of treatnent is seven to ten days.
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For Trachoma:

Solution: Instill two drops into the conjunctival sac(s) of the
affected eye(s) every two hours. Topical admnistration nust be
acconpani ed by system c admni strati on.

HOW SUPPLI ED

- Est abl i shed nane and strength of the dosage form
- Packagi ng

- Speci al handling and storage conditions

Manuf acturer/ D stributor's nane and pl ace of busi ness
Date of Latest Revision



